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510(k) Summary APR 2 9 2014

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Roche Diagnostics Corporation
name, 9115 Hague Rd.
address, Indianapolis, IN 46250
contact (317) 521-7593

Contact Person: Khone Saysana
Date Prepared: December 1 7, 201 3

2) Device Proprietary name:
name ACCU-CHEK®R Aviva Plus Blood Glucose Monitoring

System
Meter: ACCU-CHEK Aviva Meter
Test Strip: ACCU-CHEK Aviva Plus Test Strip
Controls: ACCU-CHEK Aviva Control Solutions

Classification name: Glucose dlehydrogenase, glucose test system
(21 C.F.R. § 862.1345)

NBW, Blood Glucose Test System, Over-the-Counter
LFR, Glucose Dehydrogenase

3) Predicate ACCU-CHEK Aviva Plus System (KIO 1299)
device

Continued on next page
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510(k) Summary, continued

4) Device The modified ACCU-CHEK Aviva meter used in conjunction with the
Description ACCU-CHEK®R Aviva Plus test strips. The new ACCU-CHEK Aviva meter

no longer uses a code key.

5) Intended The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended
use to be used for the quantitative measurement of glucose (sugar) in fresh

capillary whole blood samples drawn from the fingertips, forearm, upper arm,
or palm. The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is
intended to be used by a single person and should not be shared.

The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended
for self testing outside the body (in vitro diagnostic use) by people with
diabetes at home as an aid to monitor the effectiveness of diabetes control.
The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System should not
be used for the diagnosis of or screening of diabetes or for neonatal use.
Alternative site testing should be done only during steady - state times (when
glucose is not changing rapidly).

The ACCU-CHEK Aviva Plus Test Strips are for use with the ACCU-CHEK
Aviva Blood Glucose Meter to quantitatively measure glucose (sugar) in fresh
capillary whole blood samples drawn from the fingertips, forearm, upper arm,
or palm.

The single-patient use ACCU-CHEK Aviva Blood Glucose Monitoring
System will consist of:

Meter: ACCU-CHEK Aviva Meter
Test Strip: ACCU-CHEK Aviva Plus Test Strip
Controls: ACCU-CHEK Aviva Control Solutions

6) Substantial The modified ACCU-CHEK Aviva meter is substantially equivalent to the
equivalence ACCU-CHEK Aviva Plus System (K]0 1299).

7) Data Performance testing on the ACCU-CHEK Aviva System demonstrated that
demonstrating the device meets the performance requirements for its intended use. The data
substantial demonstrates that the test strip is substantially equivalent to the predicate
equivalence device.

2/2
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REGULATIORY AFFAIRS PRINCIIPAIL
9115 HAGUE ROAD
INDIANAPOLIS IN 46250

Re: K1 133862
Irade/Device Name: ACCU-CI-IEK Aviva Plus Blood Glucose Monitoring System
Regulation Number: 21 CF-R 862.1345
Regulation Name: Glucose test systml
Reulatory' Class: 11
Product Code: NI3W
Dated: March 28. 2014
Received: March 3 1. 2014

Dear Khone Saysana:

We have reviewed your- Section 5 10(k) premarket notification of intent to market the device
ref'erenced above and have determined the dev ice is substantiallIy equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
comnierce prior to May 28. 1976. thle enactmnent date of the Medical Device Aniendments. or to
devices that have been reclass ifled in accordance with thle provisions of the Federal Food. Drug.
and Cosnic Act (Act) thlat do not req~Uire approval of a precmarket approval application (PM A).
You may. therefore, market I he device. subiectl to thle general controlIs provisions of thle Act. Thie
general controls provisions of'the Act inclIutde requi remeints for annual registration. listing of
devices, good mnatLitri ng practice. labeling, and prohiiidons against misbrand ing and
ad ulte rationi. Please note: (11)RI- does no0t evaI La te inforinn lion ireIated to cont rac t liabhility
warran ties. We re iind VOIi. h1owever, Init device Ilabe linig mo Lst be truthfl aid not ijsleading.

If your device is c lassi fled (see abhove) into either class 11 (Spcial ControlIs) or class III (PIMA),
it may be subiect to add itional controls. Existing major regulation1s affcting& y'Our- device can he
roundj in the Code of Federal Reguilations. l1itle 2 1. Parts 800 to 898. In addition. FDA may
publ ish further announcements Concerning y'our device in the Federal Register.

Please be advised that FDA's issuance ol'a substantial equivalence determination does not mean
that FDA has made a determination that your device conmpies with other reqtiirements of the Act
or ail) Federal stattutes and regu latitns adin in isteredl by other Iederal agencies. You must
comply with al lthe Act's req til-iTremetS. inlIudi ng. hut not limiited to: registration n itn 2
CER Pain 807): labeling (2 1 ClER Parts 801 and 809): medical device reporting (reporting of
medical device-related adverse events) (2 1 Cl-R 803): good mnanlbelturing practice requlirements
as set forth in the qualityv systems (QS) regti lation (2 1 CF R Part 820): and il' applicable, thle
electronic product radiation control provisions (Sections 53 1-542 of the Act): 21 C FR 1000-
1050.
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lf'you desire specific advice for your device Onl our labeling regu"lations (2 1 CER Parts 80 1 and
809). please contact the Division ol* Industry and Consumer EduIcation at its toll-free number
(800) 638 2041 or (301) 796-7 1 00 or at its Internet address

htt://ww.fcl~uo/Mc ca l~vics/Rsotrceforou/ ndsir/defaut. im.Also, please iiote
the regulation entitled, "Misbranding by referencee to premnarket notification" (2 1 CER Part
807.97). For questions regarding the reporting ol'advcrse events tinder the MDR regulation (2 1
CF-R Pait 803)., please go to
h1tt I'd a.vw. Ida 1\V/Med iCa I Dc v ic et cv/l ceoortalPi oblIem/clIa u Ith itmi for the CDR H's Office
Of SurveilIlanice and B3iomietrics/lDivision ol Posimarket Surveillance.

You may obtain other general informlation Onl your responsibilities under the Act from the
Division of' Indlustry and ColSnsumr Education at its toll-frece number (800) 638-2041 or (301)
796-7 100 or at its Internet address
h1 tp:I/mm. fa.ov/M edicel I De vice s/ResouLitces lorYou/ ld du strv/de laut lt itm.

Sincerely yourS,

Katherine Serrano -S
For (OUrtnecV 1-1. Lias. Ph.D.

Director
Division of Chernisti'y and Tloxicology Devices
Office of, In Vitro Diagnostics

and Radliological Ilecalili
Center 'or- Devices and Radiological Health

Enclosure



51 0(k) Number (if known)
K 133862

Device Name
ACCU-CI-EK Aviva Plus Blood Glucose Monitoring System

Indications for Use (Describe)
The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended to be used for the quantitative measurement
of glucose (sugar) in fresh capillary whole blood samples drawn from the fingertips, forearm, upper arm, or palm. The
ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended to be used by a single person and should not be
shared.

The ACCU-CHEK Aviva Plus Blood Glucose Monitoring System is intended for self testing outside the body (in vitro
diagnostic use) by people with diabetes at home as an aid to monitor the effectiveness of diabetes control. The ACCU-
CHEK Aviva Plus Blood Glucose Monitoring System should not be used for the diagnosis of or screening of diabetes or
for neonatal use. Alternative site testing should be done only during steady - state times (when glucose is not changing
rapidly).

The ACCU-CHEK Aviva Plus Test Strips are for use with the ACCU-CHEK Aviva Blood Glucose Meter to
quantitatively measure glucose (sugar) in fresh capillary whole blood samples drawn from the fingertips, forearm, upper
arm, or palm.

Type of Use (Select one or both, as applicable)

E3 Prescription Use (Part 21 CFR 801 Subpart 0) Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Stayce Beck -S

This section applies only to requirements of the Paperwork Reduction Act of 1995.
'DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the date needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fdahhs~gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number."

FORM FDA 3881 (1114) Page 1 of 1 flFMq~inO3~ EF


